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9 THIS BLOCK APPLIES ONLY TO AMENDMENTS OF SOLICITATIONS 

□ Th* obo v* numbered wlicitortion it omen bed o\ **t forfb in bk>ck 12 
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1 1 THIS SLOCK APPLIES ONLY TO MODIFICATIONS OF CONTRACTS/ORDERS 
<o) □ TK« C Kongo Order ii mood pur wont to 


The Cbangri jet forth in block 12 ore made to tbe oboe* numbered conlrocl/order. 

(fa) □ Tb* above numbened contract/ order is modified to reflect tbe administrative change* {web 01 t bcnyw in poyfog offoc*. e pprtyritAoe <foto, toe.) mi forth in block 12. 
(') Tbit Supplemental Agreement t* entered into pur want to ou tbority of _ 

h modifies tbe above numbered contract 01 set forth in block 1 2 


10 U.S.C. 2304 (a) (ll) 


12 DfSCIWIKX Of W«HDMENT/MODIHCATK>N 

A. 


B. 


D. 


E. 


Delete any and all references to Contract No. MDA903-8I-C-O292 and substitute therefor 
Contract No. MDA908-81-C-0004. 

Add the following as task number 2.1.10 to the Statement of Work (Classified) dated 
19MAR 81 : 

(U) 2.1.10 Continue development and evaluation of CRV training program. 

Add task numbers 2.1 and 2.2 of the Contractor's technical proposal number ESU 81-60 
(Classified), dated 23MAR81, to the Statement of Work (Classified) dated I9MAR8I. 

These tasks shall be renumbered 2.3 and 2.4 respectively. 

Add an additional paragraph or section to the quarterly and final reports specified 
in paragraph C.2 of the contract to cover the tasks added by this modification. 


Add the following as paragraph H.9 of the contract: 

(continued) 

Except m provided herein, oN terms end conditions of tb* document i *fot «K»d in block I, at heretofore choeged. nn 
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B ~ 9 P,g_E OF H UMAN SUBJECTS (1978 Aug) 

(*) The folloirtnj deflation, „,.d ln ehl , cUu „. 

poeelbaiey of liana - phyeical^blologaTl" pevihol “J y t* txvc “ i to th * 
other - as a consequence of en act or omiaafn * oglc8 ** •ociological, or 
tlon of thoae cet.bll.hed and accented th *' * M * ■’•J’O'id the applica- 

nt fht.reeta, or that Incre.^. o^t J^tl* ^ H C !f Ur “ " hlch *» ln hi. 
recognized ri.lc. Inherent In hi. cho.en %££££ J&i'S* «» 

, . . lH5? n . Subject neans any human being who, knowingly or unkowingly, 

is subjected to an act or omission, whether at risk or not, the object of which 
is to contribute to knowledge to be gained as a part of work to be performed under 
the scope of this contract. 

(b) The Contractor, before undertaking to perform any study involving 
human subjects, whether at risk or not, shall insure that the following minimum 
conditions are complied with: ^ “ in ™ 

^ Tbe P ro P° 8 ® d ® tu <Jy has been reviewed and approved by a committee 
meeting the requirements set forth in Chapter 46 of Title 45 of the Code of 
-Federal Regulations. . 

. . (2) * he number of huaan subjects used will be kept to the minimum 

number that will reasonably achieve the required results* 

. , J (3 > 1 The 8tud y nu8t be such as to contribute significantly to scientific 

knowledge and have reasonable prospects of yielding important results essential to 
an Army research programs 

. nl . f . (4) will be conducted only by persons possessing the requisite 

scientific qualifications. The highest degree of skill and care will be required 
during all stages of study of persons who conduct or assist in the study. 

(5) The human subject will be informed that at any time during the 
course of his participation he has the right to revoke his consent and withdraw 
from participation without prejudice to himself. 

(6) Participation by subjects will be immediately terminated if it sub- 
sequently appears that the risk to the subjects Is significantly greater than 
Anticipated at the time review and approval was granted* % 

(7) There shall be no greater intrusion into the privacy of the human 
subject than is absolutely necessary for the conduct of the study involved. Ex- 
cept for the submission of reports and other data required by this contract any 
information obtained about human subjects as a result of their participation shall 
be held as confidential as the law allows. 

(8) The study will be conducted so as to avoid all unnecessary physical 
or mental suffering or injury. 
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(9) No study trill be conducted if there is any Inherent reason to believe 
that death or disabling Injury is likely to occur. Sufficient animal or laboratory 
experiments, or other evaluations-, must have been completed to give assurance of 
acceptable risks prior to the use of human subjects. 

(10) The degree of risk to be taken will never exceed that which is 
justified by the benefit to the subject and/or the humanitarian importance of 
the knowledge to be gained. 

(11) A physician will be responsible for the medical care of subjects. 
Even if not the project leader, the physician will have authority to terminate 
the study at any time that he believes desth, injury or harm Is likely to result. 

(12) Proper preparations will be made, and adequate facilities provided, 
to protect the subject against all foreseeable possibilities of injury, disability, 
or death. This Includes but is not limited to hospitalisation and medical treatmen 
as may be required. In addition, all apparatus and instruments necessary to deal 
with likely emergency situations will be available. 

(13) Human subjects will have no physical or mental conditions which will 

make participation more hazardous for them than it would be for normal healthy 
persons, unless such condition is a necessary prerequisite for the particular 
study involved. In any such case, the use of human subjects with such pre-existing 
conditions must have been specifically described and justified in the scope of the 
work to be performed under this contract. , 

(14) The scientifically qualified person conducting the study, and each 
member of his research team, will be prepared to terminate the subject's partici- 
pation at any stage if he has reason to believe, in the exercise of the good faith, 
superior skill, and careful judgment required of him, that continuation is likely 
to result In injury, disability, or death to the human subject. 

(c) The Contractor, before permitting any person to participate as a human 
subject , whether at risk or not, shall insure that the following minimum conditions 
are complied with: 

(1) Legally effective Informed consent will be obtained by adequate 
and appropriate methods in accordance with the provisions of this clause. 

(2) All consent must be voluntary. It must be the knowing consent of 
the individual or his legally authorized representative, so situated as to be able 
to exercise free power of choice without there having been any use of force, fraud, 
deceit, duress, constraint, coercion, or lawful or improper inducement. The ele- 
ments of information necessary to such consent Include : 

(i) A fair explanation of the procedures to be followed, and their 
purposes, including Identification of any procedures tdiich are experimental. 

(ii) A description of any attendant discomforts or risks reasonably 
to be anticipated. 
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(iii) A description of any benefits reasonably to be anticipated. 

(lv) A disclosure of any appropriate alternative procedures that 
Bight be advantageous to the subject. 

( v ) An offer to answer any questions concerning the procedure. 


(vi) An Instruction that the subject Is free to revoke his consent 
and to discontinue participation at any tl»e without prejudice to hiaself . 

for negligence, is prohibited. 

<.> r..or content by . .object 

•hall N obtained In all eaaea. Pon eent fon nay be read to the .object 

1. re.aon.bly po.elbl. to do an. The wn.ent for. ^ ^ M> leg . Uy 

or hi* legally authoriite P . opportunity to read it and to 

authorlaed r.pra.entatl..^i.u« ^ for. .hoold then be .lined by the 

.,b ,o«.tlnn. they ^Iht h^e a „ t . tlw , nJ b , . ultnea. not directly 

subject or his legally • ^ ttge d on i y when it has been specif 1- 

involved in the study# .... .. D f <-he work to be performed unde r 

tally described and Justified in the jeope of the work ^ BO Mthor _ 

thle contrect or .pprored in writing y h e » M J®,t.nderde ae apply to 

of th. .object or hi. legally aothor- 

laed representative is not required. 

, _ .. , 1 .. -)>11( i- the contractor shall subcelt for approval 

(f) Prior to conduc . lled J*, crlp tlon of the aeana by which infonsed 

ron^rb^U to include any lor., to he »«-; ^n «J1 

- «■* -«*- lf 

such «®s obtained* 

(g) The Contractor shall not 

contaloa'the cLut^nUcU'd 'CUnlcal Study of Ine.atlg.tlonal Droga.- 


<h) 


Prisoner, of onr olll not be o.ed under any clrcunatancae. 


Add the following as paragraph H.10 of the contract: 

H.10 All persons participating as human subjects, as defined by paragraph. 

H .9(a)(2) hereof, shall be known to possess the abilities and qualities 
which will be observed and analyzed during the conduct of this contract. 
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G. Military security requirements in the performance of contract MDA908-81-C-0004 
as modified shall be maintained in accordance with the revised DD Form 25 k 
attached hereto. The highest classification involved in the performance 
of this contract as modified is TOP SECRET. 



SGFOIA2 
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